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Sir 

L Edgar H Relyveld, declare as follows: 



2. Iam knowledgeable about the calcium phosphate panicles disclosed in the present patent 
application, assigned to Bio Saute Pharmaceuticals, Inc. ("Bio Same"). 



3. I am the named inventor on U.S. Patents 3,983,229, 4,016,252, 4,070,454, 4,075,321, 
4,350,686, 4,552,756, 4,625,019 and 5,318,913. Copies of these patents are attached 
behind Exhibit A 
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4. BioSante has asked me to review and compare the above-identified application ("the 
Application") with the calcium phosphate particles disclosed in my patents. I have 
reviewed the Application and the calcium phosphate particles disclosed in my patente. m 
particular, I have compared the calcium phosphate particles disclosed in the Application 
to those disclosed in U.S. Potent 4,016,252 (the "*252 Patent), issued to me. 

5. The Application discloses calcium phosphate particles with a diameter ranging fiom 300 
tun to 4000 am that are optionally coated (either partially or tally) with an antigenic 
material The calcium phosphate particles disclosed in the Application may be used in 
vaccine compositions comprising the particles and a pharmaceutically acceptable candor 
or other exripient The Application aLso discloses methods of making the calcium 
phosphate particles and methods of using the particles as vaccine adjvsnts. 

6. The calcium phosphate particles disclosed in the Application are different fitnn the 
calcium phosphate particles disclosed in the '252 Patent. 

7. Unlike the present invention, the '252 Patent does not disclose calcium phosphate 
particles that are "substantially smooth" or "substantially spherical" Despite efforts, I 
was unable to obtain the "substantially smooth" or "substantially spherical" calcium 
phosphate particles of the present invcntiaa. The inventors of the Application were able 
to obtain these results through their novel manufacturing technique. 



2 



PAGE 22/23 ' RCVD AT 1/28I20M 3:54:40 PM [Eastern Standard Time] * SVR:USPT0-EFXRF-1/7 ' DN1S:8729308 * CSH):404 815 6555 1 DURATION (mm-$s):05-34 



01/28/200S 1S:S B FAX 404 815 6556 



8. The narvel morphology o 

in greater control over the degree of antigenic material saturation which can he achieved 
in the particle. This control leads to greater efficiency m particle production and efficacy 




10. 1 declare that aU statements made herein of my own knowledge are true and mat all 
e on mfimnstion or behef are believed to he troe, and Anther that me 

e made with the knowledge that willfal &!se statements and the 
like so made are punishable by fine or imprisonment, or bom, under 18 U.S.C 9 1001. 



fiVg". ]1 U, *, *A%f Signed 



Edgar Hans Relyveld 
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